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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 1/8/07, and the response of 8/8/06 has been 
entered. 

Claims 2, 5-8, 13, 17-25, 27-30, 32, and 35-39 are canceled. 
Claim 9 is amended. 

Claims 9-10, 14-16, and 34 are presently pending and considered. 

Claim Status, Cancelled Claims 

In light of the cancellation of Claims 2, 5-8, 13, 17-25, 27-30, 32, and 35-39, all 
rejections and/or objection sot such claims are rendered moot, and thus, are withdrawn. 

35 USC 112, first paragraph - Enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

In light of Applicant's amendments, the rejections of Claims 9-10, 14-16, and 34 under 
35 U.S.C. 1 12, first paragraph, for lacking a fully-enabling disclosure, is withdrawn. 
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To wit, Applicant has amended the claims to overcome all rejections by removing the 
limitation "macrophage specific promoter" and canceling other previously-rejected claims. 

However, Claims 9-10, 14-16, and 34 are newly rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for direct administration to the site 
proximal to the lymphnode, does not reasonably provide enablement for any method of delivery 
which transforms cells at the located site. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention commensurate in scope with these claims. 

Applicant's claims are broad for the methods of administration. While Claim 9 recites 
"administering to said individual at said site", which appears to indicate direct administration, 
Claim 10, which depends from Claim 9, recites several routes of administration, including oral, 
which appears to be completely indirect, as it is delivered outside the body, into the alimentary 
tract, rather than into the cells. Further, such indicates that the methods includes any method of 
administration which is then found to obtain transformation of the cells at the site, and also 
includes any form of administration. 

Applicant's specification is limited to demonstrations of direct intramuscular 
administration in the Examples. Further, the specification emphasizes the difficulties in 
transformation of cells at the site due to loss of the plasmid (e.g., p. 38, paragraph), which the 
Artisan understands to include clearance of the plasmid prior to reaching the target tissues. Such 
is further demonstrated in that the proteins are not expressed in lymphnodes distant from the site 
of injection (EXAMPLE 1). This demonstrates further that it is not reasonably predictable that 
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cells distant from the site of administration would be transformed, and thereby reach the target 
lymphnode. 

Still further, the Art also demonstrates that administrations of plasmid distant from a 
target tissue are not reasonably predicted to transform the cells of the target tissue in significant 
numbers, due to clearance by, inter alia, the liver (Liu, et al. (1999) Gene Therapy, 6: 1258-66) 
as well as the fact that the plasmid would necessarily transform cells local to the injection site, 
thereby precluding their transformation of macrophages at the site desired. 

Hence, the Artisan, as demonstrated by the Art and Applicant's disclosure, would not 
reasonably predict that any particular method of administration of these plasmids would be likely 
to transforms the macrophages at the site proximal to the lymphnode, but only that direct 
administration would be efficacious. 

Therefore, for any particular site, the Artisan would have to experiment to find those 
methods of administration which would transform the macrophages of the site. Such amounts to 
undue experimentation, as it amounts to inventing Applicant's invention for Applicant. 

Hence, the claims are limited in their enabled scope to those embodiments provided at the 
beginning of this rejection. 

CONCLUSION 

No Claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert M. Kelly, Art Unit 1633, whose telephone number is 
(571) 272-0729. The examiner can normally be reached on M-F, 9:00am-5 :00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
Robert M. Kelly, Ph.D. 
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